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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election of species D (claims 30 and 3 1) and F (claim 29) with traverse of in 
the reply filed on 3/25/08 is acknowledged. Applicant's arguments have been considered and 
found persuasive. Accordingly the Restriction Requirement mailed 2/26/08 has been vacated. 
Claims 1-33 are pending. Claims 7-17 and 21-25 are withdrawn from further consideration 
pursuant to 37 CFR 1.142(b) as being drawn to a nonelected invention, there being no allowable 
generic or linking claim. Election was made with traverse in the replies filed on 3/25/08 and 
12/3/07. 

2. Currently claims 1-6, 18-20 and 26-33 are under consideration. 

Information Disclosure Statement 

3. The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1.98(b) requires a list of all patents, publications, or other information 
submitted for consideration by the Office, and MPEP § 609 A(l) states, "the list may not be 
incorporated into the specification but must be submitted in a separate paper." Therefore, unless 
the examiner on form PTO-892 or applicant on PTO-1449 has cited the references they have not 
been considered. 

4. The information disclosure statement filed 8/17/05 has been considered as to the merits 
before First Action. 

5. The information disclosure statement filed 3/9/07 has been considered as to the merits 
before First Action. 
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Specification 

6. The lengthy specification has not been checked to the extent necessary to determine the 
presence of all possible minor errors. Applicant's cooperation is requested in correcting any 
errors of which applicant may become aware in the specification. 

I. The use of the trademarks has been noted in this application, (.i.e. COCAINE - 
page 8 and SEPHAROSE - page 13). They should be capitalized wherever they appear or 
accompanied by the ™ or® symbol wherever it appears and be accompanied by the generic 
terminology. 

Although the use of trademarks is permissible in patent applications, the proprietary 
nature of the marks should be respected and every effort made to prevent their use in any 
manner, which might adversely affect their validity as trademarks. 

Claim Objections 

7. Claim 6 is objected to because of the following informalities: (MPEP) section 608.01(v) 
provides guidance regarding the use of trademarks in patents and patent applications. For 
example see "MORPHINE". The relationship between a trademark and the product it identifies 
is sometimes indefinite, uncertain and arbitrary. Thus, the use of trademarks in claims may raise 
patentability issues, since all terms that appear in the claims must be supported by an enabling 
specification and their meanings must be precise and definite. The trademark cocaine is not set 
forth in the specification in clear and unambiguous language such that the identity of the product 
or process referenced by the trademark is clear and constant. Therefore all trademarks should be 
removed from the claims. Appropriate correction is required. 
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Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularU pointing out and distinctly claiming the 
subject matter, which the applicant regards as his invention. 

8. Claims 1-6, 18-20 and 26-33 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

A. The term "small analyte" in claims 1 and 18 is a relative term which renders the 
claim indefinite. The term "small" is not defined by the claim, the specification does not provide 
a standard for ascertaining the requisite degree, and one of ordinary skill in the art would not be 
reasonably apprised of the scope of the invention. It is not clear as to Applicant will consider a 
small analyte which would read on the instant claims. Please clarify. 

B. Claims 1 and 18 are vague and indefinite in reciting "wherein the second binding 
partner is obtained from a naive display" because the process by which the binding partner is 
obtained is not given weight in method claims of utility. It is suggested that the binding partner 
recite a structural limitation in order to be given weight in the methods of use. Applicant is 
cautioned not to add new matter in to the claims. Appropriate correction is required. 
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Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

9. Claim 2 is rejected under 35 U.S.C. 1 12, first paragraph, as containing subject matter 
which was not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

The written description in this case only sets forth SEQ ID NO:l through SEQ ID NO: 5 
and therefore the written description is not commensurate in scope with the claims drawn to the 
utility of any and all fragments, fragment antibody, and single chain fragments. Vas-Cath Inc. V. 
Mahurkar, 19 USPQ2d 1111, clearly states that "applicant must convey with reasonable clarity 
to those skilled in the art that, as of the filing date sought, he or she was in possession of the 
invention. 

The invention is, for purposes of the 'written description' inquiry, whatever is now 
claimed." (See page 1117). The specification does not "clearly allow persons of ordinary skill in 
the art to recognize that [he or she] invented what is claimed." (See Vas-Cath at page 1116). 

Applicant is reminded that Vas-Cath makes clear that the written description provision of 
35 USC 1 12 is severable from its enablement provision (see page 1 15). 
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Reiger et al (Glossary of Genetics and Cytogenetics, Classical and Molecular, 4th Ed., 
Springer- Verlay, Berlin, 1976) clearly define alleles as one of two or more alternative forms of a 

gene occupying the same locus on a particular chromosome and differing from other alleles 

of that locus at one or more mutational sites ( page 17). Thus, the structure of naturally occurring 
allelic sequences are not defined. With the exception of SEQ ID NO: 1 through SEQ ID NO:5, 
the skilled artisan cannot envision the detailed structure of the encompassed fragments and 
therefore conception is not achieved until reduction to practice has occurred, regardless of the 
complexity or simplicity of the method of isolation. Adequate written description requires more 
than a mere statement that it is part of the invention and a reference to a potential method of 
isolating it. The polynucleotide itself is required. Sec Fiers v. Revel, 25 USPQ 2d 1601 at 1606 
(CAFC 1993) and Amgen Inc. V. Chugai Pharmaceutical Co. Lts., 18 USPQ2d 1016. 

Furthermore, In The Reagents of the University of California v. Eli Lilly (43 USPQ2d 
1398-1412), the court held that a generic statement which defines a genus of nucleic acids by 
only their functional activity does not provide an adequate written description of the genus. 

The court indicated that while Applicants are not required to disclose every species 
encompassed by a genus, the description of a genus is achieved by the recitation of a 
representative number of DNA molecules, usually defined by a nucleotide sequence, falling 
within the scope of the claimed genus. At section B(l), the court states that "An adequate 
written description of a DNA... 'requires a precise definition, such as by structure, formula, 
chemical name, or physical properties', not a mere wish or plan for obtaining the claimed 
chemical invention". 
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No disclosure, beyond SEQ ID NO:l, SEQ ID NO:2, SEQ ID NO:3, SEQ ID NO:4 and 
SEQ ID NO:5 is made in the specification. This is insufficient to support the claims drawn to the 
any and all fragments as provided by the Interim Written Description Guildlines published in the 
June 15, 1998 Federal Register at Volume 63, Number 1 14, pages 32639-32645. 

Therefore only methods utilizing isolated antibody sequences consisting of SEQ ID NO:l 
through SEQ ID NO:5, but not the full breadth of the claim would meet the written description 
provision of 35 USC 1 12, first paragraph. 

Claim Rejections - 35 USC § 102 

10. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

I. Claims 1-4, 18-20 and 33 are rejected under 35 U.S.C. 102(a) as being anticipated by 
Yokozeki et al. (Analytical Chemistry A-E, 2002, Vol.74, pages 2500-2504). 

Yokozeki et al. teach methods of detecting small haptens in a homogeneous non 
competitive immunoassay format. Antibody fragments VL and VH regions are labeled and 
when they bind the analyte heterodimerization of the two chains is accompanied by P- 
galactosidase activity. See abstract and figure 1 . The reaction is measured by FRET. The 
fragments are produced in a phage display. See page 2501 2 nd column through page 2502. 
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Claim Rejections - 35 USC §103 

1 1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth 
in section 102 of this title, if the differences between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negative by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the claims under 
35 U.S.C. 103(a), the examiner presumes that the subject matter of the various claims was commonly 
owned at the time any inventions covered therein were made absent any evidence to the contrary. 
Applicant is advised of the obligation under 37 CFR 1.56 to point out the inventor and invention dates of 
each claim that was not commonly owned at the time a later invention was made in order for the examiner 
to consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(f) or (g) prior art under 35 
U.S.C. 103(a). 

II. Claims 5, 6, and 32 are rejected under 35 U.S.C. 103(a) as being obvious over Yokozeki 
et al. (Analytical Chemistry A-E, 2002, Vol.74, pages 2500-2504) in view of Chan et al. 
(Cytometry, Vol.44, pages 361-368, 2001). 

Please see Yokozeki et al. as set forth above. 

Yokozeki et al. differ from the instant invention in not specifically teaching the detection 
of drugs of abuse. 
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However, Chan et al. teach methods utilizing FRET. FRET allows for quantitative 
analysis of non-covalent molecular association at the angstrom level in living cells. See abstract. 
The use of FRET is also taught to be applicable to drug screening. See page 368. Absent 
evidence to the contrary the use of FRET to measure drugs of abuse is deemed obvious, since 
Chan et al. taught the usefulness of FRET in drug measurements. 

It would have been prima facie obvious to one of ordinary skill in the art at the time the 
invention was made to utilize the FRET assay of Yokozeki et al. to measure drugs of abuse as 
taught by Chan et al. because FRET allows for quantitative analysis of non-covalent molecular 
association at the angstrom level in living cells. See abstract. 

One of ordinary skill would have been motivated to measure drugs of abuse with FRET 
in order to understand/evaluate the drugs effect at the cell level. 

Allowable Subject Matter 

12. Claims 26-3 1 are objected to as being dependent upon a rejected base claim, but would 
be allowable if rewritten in independent form including all of the limitations of the base claim 
and any intervening claims. 

13. For reasons aforementioned, no claims are allowed. 

14. Papers related to this application may be submitted to Group 1600 by facsimile 
transmission. The Group 1641 - Central Fax number is (571) 273-8300, which is able to receive 
transmissions 24 hours/day, 7 days/week. In the event Applicant would like to fax an unofficial 
communication, the Examiner should be contacted for the appropriate Right Fax number. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lisa V. Cook whose telephone number is (571) 272-0816. The 
examiner can normally be reached on Monday - Friday from 7:00 AM - 4:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Long Le, can be reached on (571) 272-0823. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to Group TC 1600 whose telephone number is (571) 272-1600. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see httpr//pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Lisa V. Cooi 
(Patent (Examiner 
Art Unit 1641 
(Remsen 3C-S9 
571-272-0816 

/Lisa V. Cook/ 

Primary Examiner, Art Unit 1641 



